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Dear Mr. Boghos: 

The Food & Drug Administration (FDA) has reviewed your label for Joseph’s Middle 
East 100% Stone Ground Whole Wheat Bread, which was collected by FDA 
Investigator Christopher M. Elliott on June 29, 2001. Our review reveals that this label 
causes the above product to be in violation of section 403 of the Federal Food, Drug, 
and Cosmetic Act (the Act), and Title 21, Code of federal Regulations (21 CFR), Part 
101 - Food Labeling as follows: 

The product is misbranded within the meaning of Section 403 (a)(l) of the Act 
in that its actual iron content is significantly less than the amount declared on 
the nutrition labeling. FDA’s analysis of your product concluded it contained 
an actual iron content of 7.2% (percent daily value per serving) as compared 
to the 10% stated on the nutrition labeling. 

The product is also misbranded within the meaning of Section 403(r)(l)(A) of 
the Act in that the label bears the nutrient claim “No Fat Added”, which has 
not been authorized by FDA at this time. 
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I  P a g e  P - M i d d l e  Eas t  Bakery ,  Inc., M e t h u e n ,  M A  J a n u a r y  8 , 2 0 0 2  

In  a d d i tio n , th e  fo l l ow ing  labe l ing  d e f ic iency w a s  a lso  n o te d  u p o n  rev iew ing  th e  
p r o d u c t’s n u tr i t ion in fo rmat ion  label :  

l  A n  aster isk as  requ i red  u n d e r  2 1  C F R  §  1 0 1 .9(d) (9 )  d o e s  n o t p r e c e d e  th e  
P e r c e n t Dai ly  V a l u e s  fo o tn o te . 

T h e  a b o v e  v io la t ions conce rn  cer ta in  n e w  a n d  cur rent  l abe l ing  r e q u i r e m e n ts a n d  a re  n o t 
m e a n t to  b e  a n  a l l - inc lus ive list o f d e f ic iencies.  L a b e l i n g  v io la t ions such  as  th e s e  m a y  
c a u s e  th e  p r o d u c t to  b e  a d u l te ra ted  o r  m isb randed  wi th in  th e  m e a n i n g  o f th e  A c t a n d , 
as  such,  sub jec t  to  lega l  ac t ion  wi thout  fu r ther  n o tice, such  as  se izure  a n d /o r  in junct ion.  
It is you r  responsib i l i ty  to  assu re  th a t a l l  o f you r  p r o d u c ts a re  l abe led  in  comp l i ance  wi th 
a l l  app l i cab le  regu la t ions  e n fo rced  by  F D A . In fo r m a tio n  rega rd ing  th e  fo o d  labe l ing  
regu la t ions  m a y  b e  o b ta i n e d  th r o u g h  th e  In te r n e t a t h ttp ://w w w .fd a .g o v . 

Y o u  shou ld  n o tify th is  o ffice in  wr i t ing wi th in  fifte e n  (15)  work ing  days  o f receip t  o f th is  
letter o f th e  speci f ic  s teps y o u  h a v e  ta k e n  to  correct  th e  n o te d  v io la t ions a l o n g  wi th a  
copy  o f th e  rev ised  label .  If cor rect ive ac t ion  c a n n o t b e  c o m p l e te d  wi th in  1 5  work ing  
days,  state th e  r e a s o n  fo r  th e  de lay  a n d  th e  tim e  pe r i od  wi th in  wh ich  th e  cor rect ions wi l l  
b e  c o m p l e te d . 

Y o u r  rep ly  shou ld  b e  d i rec ted to  J a m e s  A . D iNovo,  C o m p l i a n c e  O fficer, U .S . F o o d  &  
D r u g  A d m inistrat ion, O n e  M o n tvale A v e n u e , 4 th  Floor ,  S to n e h a m ,’ M A  0 2 1 8 0 . If y o u  
h a v e  a n y  q u e s tio n s  conce rn ing  th e  v io la t ions n o te d , p l ease  c o n tact  M r. D iNovo  by  
ca l l ing  7 8 7 - 5 9 6 - 7 7 2 0 . - -5  
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